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DETAILED ACTION 
Notice of Amendment 

1. In response to the amendment filed on 03/27/2006, amended claims 1, 4, 18, 19, 
22, 23, and 26 are acknowledged. The current objections and rejections of the claims 
1-39 are withdrawn. The following new and reiterated grounds of rejection are set forth: 

Information Disclosure Statement 

2. The information disclosure statement(s) (IDS) submitted on 03/28/2006 is/are 
acknowledged. The submission is in compliance with the provisions of 37 CFR 1.97 
and 1.98. Accordingly, the examiner is considering the information disclosure 
statement(s). 

Claim Objections 

3. Claim 18 is objected to because of the following informalities: 

4. The term "about" in claim 18 is a relative term that appears to render the claim 
indefinite. The term "about" is not defined by the claim, the specification does not 
provide a standard for ascertaining the requisite degree, and one of ordinary skill in the 
art would not be reasonably apprised of the scope of the invention. The thicknesses of 
the deflection and retaining ribbons are unclear. 

5. Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

8. Claims 1-7 and 19-28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Gambale et al (US 5,060,660) in view of Mirigian (US 2003/0105415). Gambale et 
al discloses the claimed invention, including the following: 

9. Regarding claims 1,19, and 23, Gambale et al discloses a steerable guidewire 
comprising an elongate flexible shaft 32, a flexible helical spring 42 providing torsional 
rigidity and having multiple turns, a rectangular cross section, and attached to the distal 
region of the tubing member (column 5 line 65 - column 6 line 30), a elongated 
deflection member 46 having a cylindrical cross section and slidably disposed within 
said tubing and said coil having a flattened distal profile (column 6 lines 35-52), a 
retaining ribbon 62 attached to the distal end of the tubing member and oriented 
generally parallel to the flattened deflection member, and a rounded attachment 
member 44 engaging the distal ends of the coil, deflection member, and retaining ribbon 
such that a push/pull of said deflection member causes bi-directional deflection. 
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10. Regarding claims 4, 22, and 26, Gambale et al discloses an elongated deflection 
member 46 with a square cross section (column 6 lines 35-52). 

1 1 . Regarding claims 5 and 27, Gambale et al discloses said retaining and deflection 
ribbons in a normally biased and arcuate configuration causing the distal end of said coil 
to be curved in a resting position (column 3 line 67 - column 4 line 2). 

12. Regarding claims 6 and 28, Gambale et al discloses a deflection member with a 
circular cross section in the proximal region that extends to the distal portion of the 
tubing (column 7 lines 38-32). 

13. Regarding claim 7, Gambale et al discloses said retaining ribbon 62 extending 
from the distal region of the flexible tubing to approximately distal end of the flexible 
helical coil. 

14. Gambale et al discloses the claimed invention except for (a) the flexible helical 
coil having interlocking undulations disposed lateral to the length of the flexible tubing 
and (b) disposing the windings of the helical coil in such a manner as to create a square 
or sin wave profile. Mirigian teaches a guidewire 10 having a flexible helical coil 22 
having interlocking undulations 32 disposed lateral to the length of the flexible tubing 
and (b) disposing the windings of the helical coil in such a manner as to create a square 
or sin wave profile, as best seen in Figures 1, and 3-1 1 (paragraphs 16-17, 26-29, and 
46). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the guidewire as taught by Gambale et al, with the 
interlocking windings of the helical coil as taught by Mirigian for the purpose of 
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configuring the mechanical properties of a guidewire, such as torque transmission, in a 
manner beneficial to navigating tortuous vasculature. 

15. Claims 8, 10-13, and 29-32 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Gambale et al in view of Schaer et al (US 5,882,333). For claim 8, 
Gambale et al discloses the claimed steerable guidewire except for the attachment 
member being a rounded bead. Schaer et al teaches an attachment member 35 in the 
form of a rounded bead. It would have been obvious to one having ordinary skill in the 
art at the time the invention was made to modify the guidewire as taught by Gambale et 
al, with Schaer et al for the purpose of embedding the coil, deflection ribbon, and 
retaining ribbon in a manner beneficial to navigating tortuous vasculature. 

16. For claims 10-13 and 29-32, Gambale et al discloses the claimed steerable 
guidewire, including the attachment member contacting the helical coil to form a circular 
surface within which the deflection and retaining ribbons engage said surface at a 
location offset (and opposite each other) of the center and joining the ribbons as best 
seen in Figure 4b, except for the attachment member being a rounded bead. Schaer et 
al teaches an attachment member 35 in the form of a rounded bead. It would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to modify the guidewire as taught by Gambale et al, with Schaer et al for the purpose of 
embedding the coil, deflection ribbon, and retaining ribbon in a manner beneficial to 
navigating tortuous vasculature. 

17. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gambale 
et al in view of Schaer et al and in further view of Hayzelden et al (US 2002/0165534). 
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For claim 9, Gambale et al and Schaer et al disclose the claimed steerable guidewire 
except for forming the rounded bead with epoxy. Hayzelden et al teaches an 
attachment member 50 composed of epoxy. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the guidewire as 
taught by Gambale et al and Schaer et al, with Hayzelden et al for the purpose of 
embedding the coil, deflection ribbon, and retaining ribbon in an material with 
appropriate biocompatibility. 

18. Claims 14-15 and 33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Gambale et al in view of Schaer et al and in further view of Hayzelden et al. 
Gambale et al and Schaer et al disclose the claimed steerable guidewire except for the 
deflection and retaining ribbons forming a single unitary element having a generally U- 
shaped configuration providing a predetermined spacing between the ribbons oriented 
parallel to each other. Hayzelden et al teaches a unitary U-shaped deflection/retaining 
member 48 with a predetermined spacing between the two opposing regions oriented 
parallel to each other. It would have been obvious to one having ordinary skill in the art 
at the time the invention was made to modify the guidewire as taught by Gambale et al 
and Schaer et al, with Hayzelden et al for the purpose of embedding the maintaining the 
configuration of the deflection/retaining ribbon in a manner beneficial to navigating 
tortuous vasculature and retaining a desirable shape configuration prior to insertion. 

19. Claims 16-18 and 34-35 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Gambale et al in view of Schaer et al and Hayzelden et al and in 
further view of Palermo (US 4,886,067). Gambale et al, Schaer et al, and Hayzelden et 
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al disclose the claimed steerable guidewire, including the thickness of the flattened 
deflection/retaining member's distal portion being 0.001 - 0.003 inches (Gambale et al, 
column 6 lines 64-69), except for intermittent flattened versus rounded portions of the 
deflection/retaining ribbon(s) and the distal tapering of the thickness. Palermo teaches 
a guidewire with a circular cross section wire/ribbon progressively flattened in the distal 
direction (column 1 lines 62-67). It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify the guidewire as taught by 
Gambale et al, Schaer et al, and Hayzelden et al, with Palermo for the purpose of 
configuring the distal region of the deflection/retaining ribbon in a manner beneficial to 
attaining torsional rigidity and increased flexibility whilst navigating tortuous vasculature 
while simultaneously retaining a desirable shape prior to insertion. 
20. Claims 36-39 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gambale et al in view of Palermo. Gambale et al discloses the claimed steerable 
guidewire system except for the flexible tubing and deflection member coupled to a 
control handle comprising a release mechanism is provided for guidewire detachment, a 
movable knob for longitudinal deflection of the deflection member in the distal direction, 
and wherein the deflection member extends the entire length of the handle. Palermo 
teaches a control handle 53 coupled to flexible tubing 20 and deflection member 44 with 
a movable knob 66 to impart distal curvature wherein the deflection member extends 
the entire length of the handle and beyond as best seen in Figure 4 and wherein when 
the retention member 70 is removed the guidewire is removably detached from said 
handle. It would have been obvious to one having ordinary skill in the art at the time the 
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invention was made to modify the guidewire system as taught by Gambale et al, with 
Palermo et al for the purpose of configuring the steerable guidewire system with 
mechanisms to attach/remove the guidewire with/from a handle including a knob to 
control the distal curvature of the guidewire for navigating tortuous vasculature. 

Response to Arguments 

21 . Applicant's arguments with respect to claims 1-39 have been considered but are 
moot in view of the new ground(s) of rejection. 

Conclusion 

22. The following prior art made of record and not relied upon is considered pertinent 
to applicant's disclosure: Peters et al (US 2002/0038129) and Bagaoisan et al (US 
6,355,016). Peter et al and Bagaoisan et al disclose intravascular navigation devices 
with similar structure to the as claimed instant case. 

23. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey G. Hoekstra whose telephone number is 
(571)272-7232. The examiner can normally be reached on Monday through Friday, 
8:00 a.m. to 5:00 p.m. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max F. Hindenburg can be reached on (571)272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). ^ 
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